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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keTopoiak) pacTBOp Al BHYTPHBEHHOrO M BHYTPHMBILIEYHOTO BBeAeHH, 30 Mr/mi
Batch No / : V221060 Batch Quantity / : 272727ampules /
Cepus Ne OoBem cepiH 272727 amnyi
Analytical Report No / : 890001634185 Date of Analysis / : 14.12.2022
AHaaIuTHYECKHH oTUeT No Jara ananusza

Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JlaTa Npon3BOACTBA I'ogen oo

Analysis performed according ND / Anasnus nposegen no HJI: JI[1-001365-170222

Page 1 of 4/ Crp. 1134

[po3pauHslit GecuBETHBIHA PacTBOP.

i.? Test / ITokazaTeb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/  Tlpo3padHblii OeCLBETHBIA WU
CBETNIO-XKENTHIH pacTBOpP.

2 Identification /
ITopiMHHOCTH

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / Bpemena
yIOEepX UBaHHS OCHOBHBIX IIMKOB Ha
XpoMaTorpamMme HCIILITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHAM
yaep:KUBaHUS OCHOBHBIX IHKOB Ha
XpoMmarorpaMmme CTaHIapPTHOTO
PAL1BUpPA RUIUPUIIARE LPUML Lamund
u HaIrpoKceHa (pa3nmen
«KonuuecTBeHHOE ONpeieNeHueE»)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay section) / Bpemena
yIEpXKHUBAHUS OCHOBHBIX IIMKOB Ha
Xpomarorpamme HUCTIBITYEMOTO
pacTBOpa [OJDKHBl COOTBETCTBOBATH
BpEMEHAM YIEPXKUBaHUA OCHOBHBIX
MAKOB Ha XpoMarorpaMmme
CTANOAPTHONG PACTDOPU HOT0pLIILLY
TpOMeTaMHHa U HaIpOKCeHa (pasien
«KonmmecTBeHHOE ONpENETICHUE)

3 Clarity / Ilpo3pauHocTb

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHums
npenapara He JOJKHA [PEeBbILIATh
omanecleHI|Io 3TanoHa cpaBHeHus L.

4 Color / IlBeTHOCTBL 0.05 Not more than 0.20 at 430 nm. /
He 60nee 0,20 npy JUIMHE BOJIHBI
430 um.

5 pH 7.32 From 6.9 t0 7.9./ 01 6,9 no 7,9.

Remarks: The Product confirms to ND/
IMpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanmam HJI

Conclusion: APPROVED /
3akmouenne: OJJOGPEHO

Prepared by /
IToarorosneHo; Ramakant %

Bt

Checked by /
[IporepeHo: Pardeep Kumar

-

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoauresb
Amit Kumar
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Reprint Date /
Hara:14.12.2022

Reprint Date /
Hara: 14.12.2022

Reprint Date /
Jara : 14.12.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykr: Kertopon® (xeroponak) pacTBOp Ansi BHYTPHBEHHOIO M BHYTPUMBIIICYHOTO BBEACHHS, 30 mr/mi
Batch No / : V221060 Batch Quantity / : 272727ampules /
Cepus Ne Oo0bem cepun 272727 amnyn
Analytical Report No / : 890001634185 Date of Analysis / : 14.12.2022
AHanuTHYecKHii oTyeT No JlaTa ananu3za
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JlaTa npoM3BOACTBA T'ogen mo
Analysis performed according ND / Anaiau3 nposesen no HJL: JII-001365-170222
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6 Particulate matter / MexaHu4eckue BKJIYEHHSA
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
BuanuMele 4acTHLBI B cOOTBETCTBUH C TPEOOBAHUAMM.
6B Invisible particles /
HeBuayMeble 4acTHUBL:
i. Particles> 10 um/ 12 not more than 6000 per ampoule /
Yactun pasMepom > He 6osiee 6000 Ha aMITyTy;
10 MM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YACTHL] pa3sMepoM > He Gonee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTBeHHbIe NpUMecH
Impurity A / [Tpumecs A 0.15% not more than 0.20 % / oonee
0,20 %;
Impurity B / [Ipumecs B Below Limit of Detection (LOD = 0.014 %)/ not more than 0.50 % / Bonee |
Huxe npenena obHapyxenns (ITO = 0.014 %) 0,50 %;
Impurity C / TIpumecs C Less than LOQ (LOQ = 0.033 %) / Huxe not more than 0.50 % / fonee
npeaena KoJIMHECTBEHHOIo onpenencHna O 50 0/ :
(IIKO =0.033 %) > 0
Impurity D / [Tpumecs D Below Limit of Detection (LOD = 0.014 %) / not more than 0.20 % / Gonee
Huxe npenena o6napyxkenns (I10 =0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He Gonee
EnuuugHas HEUTEHTHDHLIU- 0,20 %.
pOBaHHas IPUMeCh 0.07%
Total impurities / Cymma 0.27% Not more than 1.50 % / He 6onee
npuMeceit 1,50 %.

Remarks: The Product confirms to ND/

IMpumeuanue: [Ipogykt cooTBeTcTBYeT Tpebonanuam HJI

Conclusion: APPROVED /
3axmoyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneno: Ramaka % [Mposepeno: Pardeep Kumar | Onobpeno: Menemiep / Pykooaurens
- Amit Kumar )
Qo e, [N e
Reprint Date / Reprint Date / Reprint Date /
Hata:14.12.2022 Jara: 14.12.2022 Hara : 14.12.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon® (keToponak) pacTBop Ay BHYTPHBEHHOIO M BHYTPHMbILIEYHOTO BBEACHHS, 30 MI/mn
Batch No / : V221060 Batch Quantity / : 272727ampules /
Cepus Ne O6nem cepun 272727 amnyn
Analytical Report No / : 890001634185 Date of Analysis / : 14.12.2022
ApanuruyecKHuii oruer Ne JlaTa ananun3a
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JlaTa npou3BoaCTBA I'oxen go

Analysis performed according ND / Anann3s nposesen no H/JI: JI1-001365-170222
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8 Extractable volume /
HN3BaexkaemMblii 00LeM

1.0ml/ 1.0 Ma

Not less than label claim (1.0 mL) /
He menee HomuHanbHoro (1,0 mm)

9 Bacterial endotoxins /
bakrepuaibHblie
IHAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 ED/Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 E3/Mr
KEeTOpOIiaKa TPOMETaMUHA.

10 Sterility (every 15th batch) /
CTepriibHOCTD (A1 KaXKA0MH
15-o0ii cepuu)

COMPLIES

Must be sterile. / JlomxeH ObITH
CTEPHIIbHBIM.

11 Assay / KoninuecTBeHHOE 29.63 mg/29.63 Mr From 270mg to 33.0mg of
onpeneJieHHue CisH13NO3  C4H NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 MI C15H13NO3'C4H11NO3
(keToponaka TpoMeTaMuH) B 1 MIL.
12 Alcohol content / Itanon From 10.60 % to 12.60 %. /

11.51 %

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
IIpumedanue: IIpogyKT cooTBETCTBYET Tpebopatusm H/T

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
[MoarorosneHo: Ramakant

Checked by /
Iporepeno: Pardeep Kumar
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (xeToponak) pacTBOp [Jisi BHYTPUBEHHOIO M BHYTPHMBILIEYHOrO BBEACHUS, 30 Mr/ma
Batch No / : V221060 Batch Quantity / : 272727ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001634185 Date of Analysis / 1 14.12.2022
AHanuTHyecknii oruer Ne JlaTa aHaan3a
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
Jarta npoussoacTBa T'ogen go
Analysis performed according ND / Ananu3 nposeaen mo HJI: JII1-001365-170222
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13 Packaging / Ynakoeka

1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring
and point in the upper part of
ampoule. A label is attached to
ampoule.

10 ampoules and a patient
information leaflet in a
PVC/aluminum blister.

1 blisters in a carton pack. /

Ilo 1 w™Mn B avmnynsl u3
CBETO3AILUTHOIO cTeKna
kopuuHeporo kmacca I (USP). B
BEpXHeM YacTH aMIlyjbl HaHECEeHbl
KOJBIO W Touyka AlA pasjioma. Ha
aMITyNy HaKJIEMBAIOT 3THKETKY.

Ilo 10 amMmyn ¢ WHCTpPYKUUEH 10
TPUMEHEHUIO MOMELIAloT
g [1BX/amoMuHuEBBIH OnHCTED.

Ilo 1 6nuctepy B Mauky KapTOHHYIO.

1 mL in class I light-shielding amber
or dark amber glass ampoules (USP).
A cut ring and point in the upper part
of ampoule. A label is attached to
ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

Ilo 1 wMn B aMmmoynsl u3
CBETO3AILIUTHOIO CTEKJIa KOPUYHEBOTO
WIA  TEMHO-KOPHYHEBOrO  LiBETa
xmacca I (USP). B BepxHeil uyactu
aMITyJIbl HaHeCeHbl KOJNBLO M TOUYKa
11 paznoMa. Ha amnyny HakieuBaroT
ITHKETKY.

ITo 10 amnyn ¢ HWHCTPYKUHEN MO
NpUMEHEHUIO MOMELIAIOT
B IIBX/anmoMuHUeBbI# O11CTED.

Ilo 1 6nucTepy B MauKy KapTOHHYIO;
IUld  cTalpoHapoB: mo 2, 3, 5
GIHCTEPOB B [A4KY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBetctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aluuiieHHoM
OT CBETa MeCTe Npu TeMmeparype He Bblilie 25 °C. He 3amopaxusarts.

16 Shelf-life / Cpok rognocTn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
[Mpumeuanue: [poaykT cooTBeTcTBYET TpeboBaHuAM HJJ

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
TToarorosneno: Ramakant
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Approved by: Manager/Executive /
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